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whether the information shall have 
practical utility; (b) the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information; (c) 
the quality, utility, and clarity of the 
information to be collected; and (d) 
ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques or 
other forms of information technology. 
consideration will be given to comments 
and suggestions submitted within 60 
days of this publication.

Dated: December 21, 2004. 

Robert Sargis, 
Reports Clearance Officer.
[FR Doc. 04–28427 Filed 12–28–04; 8:45 am] 
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Proposed Projects 

Title: Refugee State-of-Origin Report. 
OMB No.: 0970–0043. 
Description: The information 

collection of the ORR–11 (Refugee State-
of-Origin Report) is designed to satisfy 
the statutory requirements of the 
Immigration and Nationality Act (the 
Act). Section 412(a)(3) of the Act 
requires the Office of Refugee 
Resettlement (ORR) to compile and 
maintain data on the secondary 
migration of refugees within the United 
States, after arrival. 

In order to meet this legislative 
requirement, ORR requires each State to 
submit an annual count of the number 
of refugees who were initially resettled 
in another State. The State does this by 
counting the number of refugees with 
Social Security numbers indicating 
residence in another State at the time of 
arrival in the United States. (The first 
three digits of the Social Security 
number indicate the State of residence 
of the applicant.) 

Data submitted by the States are 
compiled and analyzed by an ORR 
statistician, who then prepares a 
summary report, which is included in 
ORR’s Annual Report to Congress. The 
primary use of the data is to quantify 
and analyze refugee secondary 
migration among the 50 States. ORR 
uses these data to adjust its refugee 
arrival totals in order to calculate the 
ORR social services allocation. 

Respondents: States.

ANNUAL BURDEN ESTIMATES 

Instrument Number of re-
spondents 

Number of re-
sponses per 
respondent 

Average bur-
den hours per 

response 

Total burden 
hours 

ORR–11 ........................................................................................................... 50 1 4.333 217 

Estimated Total Annual Burden Hours: 217. 

Additional Information: Copies of the 
proposed collection may be obtained by 
writing to the Administration for 
Children and Families, Office of 
Information Services, 370 L’Enfant 
Promenade, SW., Washington, DC 
20447, Attn: ACF Reports Clearance 
Officer. 

E-mail address: 
grjohnson@acf.hhs.gov.

OMB Comment: OMB is required to 
make a decision concerning the 
collection of information between 30 
and 60 days after publication of this 
document in the Federal Register. 
Therefore, a comment is best assured of 
having its full effect if OMB receives it 
within 30 days of publication. Written 
comments and recommendations for the 
proposed information collection should 
be sent directly to the following: Office 

of Management and Budget, Paperwork 
Reduction Project, Attn: Desk Officer for 
ACF, E-mail address: 
katherine_t._astrich@eop.gov.

Dated: December 22, 2004. 
Robert Sargis, 
Reports Clearance Officer.
[FR Doc. 04–28428 Filed 12–28–04; 8:45 am] 
BILLING CODE 4184–01–M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Administration for Children and 
Families 

Submission for OMB Review; 
Comment Request. 

Title: Project 1099. 

OMB No.: 0970–0183. 
Description: A voluntary program that 

provides state child support 
enforcement agencies, upon their 
request, access to the earned and 
unearned income information reported 
to the Internal Revenue Service (IRS) by 
employers and financial institutions. 
IRS 1099 information is used to locate 
noncustodial parents and to verify 
income and employment. 

Respondents: State IV–D Programs.

ANNUAL BURDEN ESTIMATES 

Instrument Number of
respondents 

Number of re-
sponses per 
respondent 

per year 

Average bur-
den hours per 

response 

Total burden 
hours 

Project 1099 ..................................................................................................... 54 12 2 1,296 

Estimated Total Annual Burden 
Hours: 1,296 hours. 

Additional Information: Copies of the 
proposed collection may be obtained by 
writing to the Administration for 

Children and Facilities, Office of 
Information Services, 370 L’Enfant 
Promenade, SW., Washington, DC 
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20447, Attn: ACF Reports Clearance 
Officer. E-mail address: 
grjohnson@acf.hhs.gov. 

OMB Comment: OMB is required to 
make a decision concerning the 
collection of information between 30 
and 60 days after publication of this 
document in the Federal Register. 
Therefore, a comment is best assured of 
having its full effect if OMB receives it 
within 30 days of publication. Written 
comments and recommendations for the 
proposed information collection should 
be sent directly to the following: Office 
of Management and Budget, Paperwork 
Reduction Project,725 17th Street, NW., 
Washington, DC 20503, Attn: Desk 
Officer for ACF, E-mail address: 
Katherine_t.tastrich@eop.gov.

Dated: December 22, 2004. 
Robert Sargis, 
Reports Clearance Officer.
[FR Doc. 04–28464 Filed 12–28–04; 8:45 am] 
BILLING CODE 4184–01–M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

[Docket No. 2004D–0509]

Proposed Referral Program from the 
Food and Drug Administration to the 
National Oceanic and Atmospheric 
Administration Seafood Inspection 
Program for the Certification of Live 
and Perishable Fish and Fishery 
Products for Export to the European 
Union and the European Free Trade 
Association; Extension of Comment 
Period

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Notice; extension of comment 
period.

SUMMARY: The Food and Drug 
Administration (FDA) is extending to 
January 25, 2005, the comment period 
for the notice that appeared in the 
Federal Register of November 26, 2004 
(69 FR 68948). In the notice, FDA 
announced the availability and 
requested comments on the draft 
guidance entitled ‘‘Proposed Referral 
Program from the Food and Drug 
Administration to the National Oceanic 
and Atmospheric Administration 
Seafood Inspection Program for the 
Certification of Live and Perishable Fish 
and Fishery Products for Export to the 
European Union and the European Free 
Trade Association.’’ The agency is 
taking this action in response to 
requests for an extension to allow 
interested persons additional time to 
submit comments.

DATES: Submit written or electronic 
comments by January 25, 2005.

ADDRESSES: Submit written comments 
to the Division of Dockets Management 
(HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. Submit 
electronic comments to http://
www.fda.gov/dockets/ecomments.

FOR FURTHER INFORMATION CONTACT: Tim 
Hansen, Center for Food Safety and 
Applied Nutrition (HFS–415), Food and 
Drug Administration, 5100 Paint Branch 
Pkwy., College Park, MD 20740, 301–
436–1405, e-mail: 
thansen@cfsan.fda.gov.

SUPPLEMENTARY INFORMATION:

I. Background

In the Federal Register of November 
26, 2004 (69 FR 68948), FDA published 
a notice with a 30-day comment period 
on a draft guidance entitled ‘‘Proposed 
Referral Program from the Food and 
Drug Administration to the National 
Oceanic and Atmospheric 
Administration Seafood Inspection 
Program for the Certification of Live and 
Perishable Fish and Fishery Products for 
Export to the European Union and the 
European Free Trade Association.’’

The agency has received several 
requests for an extension of the 
comment period for the notice, ranging 
from an additional 30 to 90 days. Each 
request conveyed concern that the 
current 30-day comment period does 
not allow sufficient time to develop a 
meaningful or thoughtful response to 
the draft guidance document.

FDA has considered the requests for 
additional time to submit comments and 
is extending the comment period for the 
notice and related guidance document 
for 30 days, until January 25, 2005. The 
agency believes that a 30-day extension 
allows adequate time for interested 
persons to submit comments without 
significantly delaying implementation 
of this important program.

II. Comments

Interested persons may submit to the 
Division of Dockets Management (see 
ADDRESSES) written or electronic 
comments on this document. Submit a 
single copy of electronic comments or 
two paper copies of any mailed 
comments, except that individuals may 
submit one paper copy. Comments are 
to be identified with the docket number 
found in brackets in the heading of this 
document. Received comments may be 
seen in the Division of Dockets 
Management between 9 a.m. and 4 p.m., 
Monday through Friday.

Dated: December 23, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04–28573 Filed 12–27–04; 10:43 
am]
BILLING CODE 4160–01–S

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

[Docket N0. 2003D–0568]

Guidance for Industry and FDA Staff; 
Class II Special Controls Guidance 
Document: Vascular and 
Neurovascular Embolization Devices; 
Availability

AGENCY: Food and Drug Administration, 
HHS
ACTION: Notice.

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
availability of the guidance document 
entitled ‘‘Class II Special Controls 
Guidance Document: Vascular and 
Neurovascular Embolization Devices.’’ 
Elsewhere in this issue of the Federal 
Register, FDA is publishing a final rule 
to change the names, revise the 
identifications, and reclassify the two 
devices from class III (premarket 
approval) into class II (special controls). 
This guidance document describes a 
means by which the vascular 
embolization device and the 
neurovascular embolization device may 
comply with the requirement of special 
controls for class II devices. We are also 
announcing the withdrawal of the 1994 
draft guidance document entitled 
‘‘Guidance on Biocompatibility 
Requirements for Long Term 
Neurological Implants: Part 3—Implant 
Model,’’ dated September 12, 1994.
DATES: Submit written or electronic 
comments on agency guidances at any 
time.
ADDRESSES: Submit written requests for 
single copies of the guidance on a 3.5″ 
diskette of the guidance entitled ‘‘Class 
II Special Controls Guidance Document: 
Vascular and Neurovascular 
Embolization Devices’’ to the Division 
of Small Manufacturers, International, 
and Consumer Assistance (DSMICA) 
(HFZ–220), Center for Devices and 
Radiological Health (CDRH) (HFZ–220), 
Food and Drug Administration, 1350 
Piccard Dr., Rockville, MD 20850. Send 
a self-addressed adhesive label to assist 
that office in processing your request, or 
fax your request to 301–442–8818. See 
the SUPPLEMENTARY INFORMATION section 
for information on electronic access to 
the guidance.
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